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DETAILED ACTION 


Claim Rejections - 35 USC § 112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and 
distinctly claiming the subject matter which the applicant regards as his invention. 

Claims 17-21, and 27 are rejected under 35 U.S.C, 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

As to claim 17, the recitation of "between about 1.2 cm and about 2.0 cm" in line 2 is 
considered indefinite because what is considered "about 1.2 cm and about 2.0 cm" cannot be 
determined. As to' claim 18, the recitation of "between about 1.6 cm and about 2.4 cm" in line 2, 
as to claim 21, the limitation of "between about 43 cm and about 50 cm" in line 2, and as to 
claim 27, the recitation of "between about 1.2 cm and about 2.0 cm" in line 4 is further 
considered indefinite for the reasons provided for claim 17. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A . person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign 
country or in public use or on sale in this country, more than one year prior to the date of 
application for patent in the United States. 
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Claims 1-6,8-22,26, and 27 are rejected under 35 U.S.C. 102 (b) as being anticipated 
by Giba et at US 5,876,373. 

As to claim 1, Giba discloses a catheter (fig.l, 100) for delivering a contraceptive device 
within a fallopian tube, the catheter comprising: an elongate tubular catheter body (fig.l, 100) 
having a proximal (102) portion adjacent a proximal end (proximal end is toward the handle 
102, see fig.l), a distal portion (fig.l, 110) adjacent a distal end (distal end is toward the 
elongated tube 110, see fig.l), and at least one lumen (fig.3 depicts that a lumen contains coil 
130); and at least one coil (figs.3 and 4, 130) disposed along the catheter body nearer the distal 
end than the proximal end and encircling the lumen (see fig.2). 

As to claim 2, Giba discloses a catheter as in claim 1, wherein the distal portion of the 
catheter body is more flexible towards the distal end of the catheter body, than towards the 
proximal end (see col.8, lines 15 and 16). 

As to claim 3, Giba discloses a catheter as in claim 2, wherein the distal portion of the 
catheter body comprises multiple layers (fig.3, 114,120, and 130,), and the at least one coil 
comprises one of the layers (fig.3 depicts that 130 is a coil layer). 

As to claim 4, Giba discloses a catheter as in claim 3, wherein the multiple layers 
comprise: an inner layer (fig.3, 114); a middle layer (fig.3, 130); and an outer layer (fig.4, 120). 

As to claim 5, Giba discloses a catheter as in claim 4, wherein the middle layer 
comprises the coil (fig.3 depicts that the middle layer comprises the coil 130). 

As to claim 6, Giba discloses a catheter as in claim 5, wherein the coil comprises at least 
one material selected from the group consisting of Nitinol®, stainless steel, titanium and a 
polymer (col.9, lines 63-67). 
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As to claim 7, Giba discloses a catheter as in claim 4, wherein the inner layer comprises 
at least one material selected from the group consisting of Teflon®, etched 
polytetraflouroethylene and a fluoropolymer (col.9, lines 63-67). 

As to claim 8, Giba discloses a catheter as in claim 4, wherein the outer layer comprises 
at least one polyurethane material (col.9, lines 63-67). 

As to claim 10, Giba discloses a catheter as in claim 2, wherein the distal portion 
comprises: a first segment (fig.2, 162); and at least a second segment (fig.12, 110) distal to the 
first segment, wherein the second segment is more flexible than the first segment (col.8, lines 15 
and 16; and coil part 130 in the second segment makes the second segment more flexible 
than the first segment). 

As to claim 11, Giba discloses a catheter as in claim 10, further comprising a third 
segment (fig.2, 106) distal to the second segment, wherein the third segment is more flexible 
than the second segment (col.8, lines 15-17). 

As to claim 12, Giba discloses a catheter as in claim 11, wherein the distal portion 
comprises: an inner layer (fig.3, 114); a middle layer (fig.3, 130); and an outer layer (fig.3, 120). 

As to claim 13, Giba discloses a catheter as in claim 12, wherein the middle layer 
comprises the coil ("see a helical coil" in col.9, line 40) and the outer layer comprises at least 
one polyurethane material (col.9, lines 63-67). 

As to claim 14, Giba discloses a catheter as in claim 13, wherein the at least one 
polyurethane material comprises at least two polyurethane materials for conferring varying levels 
of flexibility to the distal portion (see "alloy" in col.9, lines 63-67). 
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As to claim 15, Giba discloses a catheter as in claim 13, wherein the at least one 
polyurethane material has an increasing amount of flexibility from a proximal end of the distal 
portion to a distal end of the distal portion (col.9, lines 63-67, and col.10, lines 1-9). 

As to claim 16, Giba discloses a catheter as in claim 1, wherein a pitch of the at least one 
coil is approximately 0.030 cm (fig. 10 depicts that coil 130 is approximately 0.030 cm). 

As to claim 17, Giba discloses a catheter as in claim 1, wherein the distal portion of the 
catheter body has a length of between about 1 .2 cm and about 2.0 cm (fig. 1 depicts that the 
catheter body 110 has a length of between about 1.2 cm and about 2.0 cm). 

As to claim 18, Giba discloses a catheter as in claim 17, wherein the at least one coil has 
a length of between about 1.6 cm and about 2.4 cm (fig. 10 depicts that coil 130 has a length of 
between about 1.6 cm and about 2.4 cm). 

As to claim 19, Giba discloses a catheter as in claim 18, wherein the at least one coil 
extends through at least part of the distal portion of the catheter body and at least part of the 
proximal portion of the catheter body (see fig. 10). 

As to claim 20, Giba discloses a catheter as in claim 19, wherein a distal end (fig.l, 156) 
of the proximal portion of the catheter body overlaps a proximal end of the distal portion of the 
catheter body. 

As to claim 21, Giba discloses a catheter as in claim 18, wherein the length of the 
catheter body is between about 43 cm and about 50 cm (fig.l depicts that the catheter body 
100 is between about 43 cm and about 50 cm). 

As to claim 22, Giba discloses a catheter as in claim 1, wherein an inner diameter of the 
proximal portion of the catheter body is smaller near the distal end of the catheter body than near 
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the proximal end (see fig.l, were the catheter body tapes from proximal to distal, and the 
inner diameter of 102 is depicted as larger than the inner diameter of 110). 

As to claim 26, Giba discloses a catheter for delivering a contraceptive device within a 
fallopian tube, the catheter comprising: an elongate tubular catheter body (fig.l, 100) having a 
proximal portion (fig.l, 102) adjacent a proximal end (proximal end is toward the handle 102 
and distal end is toward the elongated tube 110, see fig.l), a distal portion (fig.l, 110) 
adjacent a distal end (distal end is toward the elongated tube 110, see fig.l), and at least one 
lumen (fig.3 depicts that a lumen contains coil 130), wherein the distal portion is more flexible 
towards the distal end than towards the proximal end (col.8, lines 15 and 16); and at least one 
coil (figs.3 and 4, 130) disposed along the catheter body nearer the distal end than the proximal 
end and encircling the lumen (see figs. 3 and 4). 

As to claim 27, Giba discloses a catheter for delivering a contraceptive device within a 
fallopian tube, the catheter comprising: an elongate tubular catheter body (fig.l, 100) having a 
proximal portion (fig.l, 102) adjacent a proximal end (proximal end is toward the handle 102 
and distal end is toward the elongated tube 110, see fig.l), a distal portion (fig.l, 110) of 
between about 1.2 cm and about 2.0 cm (fig. 1 depicts that the distal portion 110 has a length 
of between about 1.2 cm and about 2.0 cm) adjacent a distal end (distal end is toward the 
elongated tube 110, see fig.l), and at least one lumen (fig.3 depicts that a lumen contains coil 
130), wherein the distal portion is more flexible towards the distal end than towards the proximal 
end (see figs. 3 and 4); and at least one coil (figs.3 and 4, 130) disposed along the catheter body 
nearer the distal end than the proximal end and encircling the lumen (see figs. 3 and 4, 130). 
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As to claim 28, discloses A system for delivering a contraceptive device within a 
fallopian tube, the system comprising: a catheter (fig.l, 100) comprising: an elongate tubular 
catheter body having a proximal portion adjacent a proximal end, a distal portion adjacent a 
distal end, and at least one lumen; and at least one coil disposed along the catheter body nearer 
the distal end than the proximal end and encircling the lumen; a contraceptive device releasably 
disposed at least partially within the lumen of the catheter near the distal portion; and 
a deployment member in detachable engagement with the contraceptive device for deploying the 
contraceptive device from the catheter. 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 
122(b), by another filed in the United States before the invention by the applicant for. 
patent or (2) a patent granted on an application for patent by another filed in the United 
States before the invention by the applicant for patent, except that an international 
application filed under the treaty defined in section 351(a) shall have the effects for 
purposes of this subsection of an application filed in the United States only if the 
international application designated the United States and was published under Article 
21(2) of such treaty in the English language. 

Claims 28-35, and 37-44 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Khera et al. US 6,763,833 Bl. 

The applied reference has a common assignee with the instant application. Based upon 
the earlier effective U.S. filing date of the reference, it constitutes prior art under 35 U.S.C. 
102(e). This rejection under 35 U.S.C. 102(e) might be overcome either by a showing under 37 
CFR 1.132 that any invention disclosed but not claimed in the reference was derived from the 
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inventor of this application and is thus not the invention "by another," or by an appropriate 
showing under 37 CFR 1.131. 

As to claim 28, Khera discloses a system for delivering a contraceptive device within a 
fallopian tube, the system comprising: a catheter (fig. 1, 20,16) comprising: an elongate tubular 
catheter body (see fig.l) having a proximal (toward 30 in fig.l) portion adjacent a proximal end 
(fig.l, 32), a distal portion (fig.l depicts the distal end of the catheter) adjacent a distal end, 
and at least one lumen (fig.l depicts that structure 18 is contained within a lumen); and at 
least one coil (fig.3, 58) disposed along the catheter body nearer the distal end than the proximal 
end and encircling the lumen (see fig.3); a contraceptive device (fig.1,12) releasably disposed at 
least partially within the lumen of the catheter near the distal portion (col.3, lines 60-65); and a 
deployment member (fig.l, 18) in detachable engagement with the contraceptive device for 
deploying the contraceptive device from the catheter (col.9, lines 10-28). 

As to claim 29, Khera discloses a system as in claim 28, wherein the distal portion of the 
catheter body is more flexible towards the distal end of the catheter body than towards the 
proximal end (the distal portion is inherently more flexible due to the coil composition, see 
cols. 9 and 10). 

As to claim 30, Khera discloses a system as in claim 29, wherein the distal portion of the 
catheter body comprises multiple layers (figs. 1 and 3, reference objects 14, 50, and 58), and 
the at least one coil comprises one of the layers (see fig.3). 

As to claim 31, Khera discloses a system as in claim 30, wherein the multiple layers 
comprise: an inner layer (see fig.3, 50); a middle layer (fig.3, 58); and an outer layer (fig.l, 14). 
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As to claim 32, Khera discloses a system as in claim 31, wherein the middle layer 
comprises the coil (see fig.3). 

As to claim 33, Khera discloses a system as in claim 32, wherein the coil comprises at 
least one material selected from the group consisting of Nitinol®, stainless steel, titanium and a 
polymer (col.4, lines 49-60). 

As to claim 34, Khera discloses a system as in claim 31, wherein the inner layer 
comprises at least one material selected from the group consisting of Teflon®, etched 
polytetraflouroethylene and a fluoropolymer (col.4, lines 18-21). 

As to claim 35, Khera discloses a system as in claim 31, wherein the outer layer 
comprises at least one polyurethane material (col.4, lines 49-60). 

As to claim 37, Khera discloses a system as in claim 29, wherein the distal portion 
comprises: a first segment (fig.lB, 30); and at least a second segment (fig.l. 20) distal to the first 
segment, wherein the second segment is more flexible than the first segment (the second 
segment deflects in to the uterus while the first segment stays outside of the uterus, thus the 
deflection nature makes the second segment more flexible than the first segment, see figs. 8 
and 9). 

As to claim 38, Khera discloses a system as in claim 37, further comprising a third 
segment (fig.l, 24) distal to the second segment, wherein the third segment is more flexible than 
the second segment 

As to claim 39, Khera discloses a system as in claim 38, wherein the distal portion 
comprises: an inner layer (fig.3, 50); a middle layer (fig.3, 58); and an outer layer (fig.l, 14). 
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As to claim 40, Khera discloses a system as in claim 39, wherein the middle layer 
comprises the coil (see fig.3) and the outer layer comprises at least one polyurethane material 
(col.4, lines 49-60). 

As to claim 41, Khera discloses a system as in claim 40, wherein the at least one 
polyurethane material comprises at least two polyurethane materials for conferring varying levels 
of flexibility to the distal portion (col.4, lines 49-60). 

As to claim 42, Khera discloses a system as in claim 40, wherein the at least one 
polyurethane material has an increasing amount of flexibility from a proximal end of the distal 
portion to the distal end of the distal portion (col.4, lines 49-60). 

As to claim 43, Khera discloses a system as in claim 28, wherein the proximal portion of 
the catheter body includes at least one visualization marker near the distal portion for enhancing 
visualization of a proximal-most end of the distal portion (col.4, lines 8-21). 

As to claim 44, Khera discloses a system as in claim 43, wherein the visualization 
marker comprises at least one radiopaque material (col.4, liens 8-21). 

Claim Rejections - 35 USC § 103 
The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 
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This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Claims 7,23-25, and 45-54 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Giba et al. US 5,876,373. 

As to claim 7, Giba lacks a catheter as in claim 8, wherein the polyurethane material 
comprises Carbothane. However, a close review of Applicant's disclosure suggests that the 
Applicant has not stated why a particular polyurethane material is critical to the invention 
in terms of providing a specific function and solving a stated problem. Therefore, one of 
ordinary skill of art would consider the specific polyurethane material used in the claimed 
invention as a matter of design choice because the type of polyurethane used would not 
seem to affect how the catheter would function. Therefore, it would have been an obvious 
matter of design choice to modify Giba to obtain the invention as specified in claim 7. 

As to claim 23, Giba discloses a catheter as in claim 1, wherein the proximal portion of 
the catheter body comprises at least one polyether block amide. However, polyether block 
amide is presented as an alternative material to polyurethane material (see page 6, 
paragraph 18 of Applicant's specification). Therefore, Giba's teaching of polyurethane 
material (col. 9, lines 63-67 of Giba) is considered an alternative equivalent material to 
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poly ether block amide. Thus, Giba teaches an alternative catheter body material that is 
within the scope of the claimed limitation of "polyether block amide". 

As to claim 24, Giba discloses a catheter as in claim 1 , wherein the catheter body 
includes at least one visualization marker (fig.10, 134) near the distal portion for enhancing 
visualization of a proximal-most end of the distal portion (col.10, lines 38-42), Giba however 
lacks the maker is located at the proximal portion of the catheter body. However, a close 
review of Applicant's disclosure suggests that the Applicant has not stated why a particular 
location of the marker is critical to the invention in terms of providing a specific function 
and solving a stated problem. Therefore, one of ordinary skill of art would consider 
location of the marker as a matter of design choice because where the marker is located 
would not affect how the marker would function. Therefore, it would have been an obvious 
matter of design choice to modify Giba to obtain the invention as specified in claim 24. 

As to claim 25, Giba teaches a catheter as in claim 24, wherein the visualization marker 
comprises at least one radiopaque material (col.10, lines 38-42). 

As to claims 45-54, Giba lacks the detailed method steps cited for claims 45-54. 
However, Giba teaches structures that are required to perform the method steps cited in 
claims 45-54 (see rejection cited for claims 1-27). Therefore, it would have been obvious to 
one of ordinary skill in the art to obtain the method steps as specified in claims 45-54 
through the use of Giba's catheter. 

Claims 36 are rejected under 35 U.S.C. 103(a) as being unpatentable over Khera et 
al. US 6,763,833 Bl. 
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As to claim 36, Khera discloses a system as in claim 35, wherein the polyurethane 
material comprises Carbothane. However, a close review of Applicant's disclosure suggests 
that the Applicant has not stated why a particular polyurethane material is critical to the 
invention in terms of providing a specific function and solving a stated problem. 
Therefore, one of ordinary skill in the art would consider the specific polyurethane 
material used in the claimed invention as a matter of design choice because the type of 
polyurethane used would not seem to affect how the catheter would function. Therefore, it 
would have been an obvious matter of design choice to modify Khera to obtain the 
invention as specified in claim 36. 


Claim Objections 

Claims 6,7,17,18,21,27,39,46, and 47 are objected to because of the following 
informalities: 

Claims 6,7,46, and 47 are objected to because these claims recite limitation that is part of 
trademark name, i.e., Nitinol/Teflon. Applicant is requested to use a more generic terminology 
to address the trademark name(s) cited in claims 6,7,46, and 47. 

Claim 39 is objected to because the recitation of "the distal portion" in line 1 lacks 
antecedent basis. For the examination purposes, claim 39 is considered depending from claim 28. 
Appropriate correction is required. 
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Conclusion 


The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. Benjamin (US 6,245,053 Bl), andNikoIchev et al. (US 6,634,361 Bl) are cited to 
teach catheter with coiled structure. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Shumaya B. Ali whose telephone number is 571-272-6088, The 
examiner can normally be reached on M-W-F 8:30am-5:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Justine Yu can be reached on 571-272-4835. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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